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REMARKS 



Applicants have filed herewith a continuation application, claiming priority from the 
parent application (USSN 09/230,781). Claims 1, 2, 5, 7, 13, and 15-29 have been cancelled 
without prejudice. Applicants have amended claims 3, 4, 6, 8-12, 14, 30 and 31 and added 
claims 32-48. Support for amended claims 3 and 8 and new claim 39 appears at page 3, line 29 
to page 4, line 3; page 4, line 30 to page 5, line 3; and page 5, lines 6-9 of the specification. 
Claims 4, 6, 9-12, 14, 30, and 31 have been amended to eliminate multiple claim dependency 
and to more particularly point out and more distinctly claim the subject matter of the invention. 
As to new claims 32-48, support comes from original claims 3, 4, 5, 8, 1 1, 13, 18, 21-24, 26, 27, 
30 and 3 1 as well as page 5, lines 3-9 and linesl7-25, page 6, lines 23-26 and page 7, lines 21-23 
of the specification. No new matter has been added. 

Attached is a marked-up version of the changes being made by the current amendment. 

Claims 3, 4, 6, 8-12, 14, and 30-48 are now pending. Prompt examination of the claims, 
as amended, is respectfully requested. Please apply any other charges or credits to Deposit 
Account No. 06-1050, referencing Attorney's Docket No. 06275-160002. 



Fish & Richardson P.C. 
601 Thirteenth Street, NW 
Washington, DC 20005 
Telephone: (202) 783-5070 
Facsimile: (202)783-2331 



Respectfully submitted, 




Shailaja M^ihirodkar 
Reg. No. P-50,171 



20340555.doc 
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Version with markings to show changes made 

Injnsert the following paragraph above "Field of the Invention" at page 1, line 1 . 

CROSS REFERENCE TO RELATED APPLICATIONS 
This application is a continuation (and claims the benefit of priority under 35 USC §120) 
of U.S. application 09/230,781, filed January 29, 1999. 

In the claims: 

Claims 1, 2, 5, 7, 13, and 15-29 have been cancelled without prejudice. 
Claims 3, 4, 6, 8-12, 14, 30, and 31 have been amended as follows: 

3. (Amended) [The glucocorticosteroid according to claim 1 or 2] A pharmaceutically 
acceptable powder in the form of dry finely divided particles having a mass median diameter 
(MMD) of less than 10 |im[ 5 preferably less than 5 pm] , said powder being sterilized and 
comprising a glucocorticosteroid or ester, acetal, or salt thereof wherein the glucocorticosteroid 
or ester, acetal, or salt thereof comprises an asymmetric acetal structure. 

4. (Amended) The [glucocorticosteroid] powder according to [any previous claim 
having a purity greater than 98.5%] claim 3, said dry powder containing greater than 98.5% by 
weight of the glucocorticosteroid or ester, acetal or salt thereof [preferably greater than 99.2% 
by weight]. 

6. (Amended) The [glucocorticosteroid] powder according to claim [5] 3, wherein the 
glucocorticosteroid [with] or ester, acetal or salt thereof [contains an asymmetric acetal 
structure] is selected from the group consisting of budesonide, rofleponide and rofleponide 
palmitate. 

8. (Amended) [The] A sterile pharmaceutical formulation [according to claim 7] 
comprising a pharmaceutically acceptable powder in the form of dry finely divided particles, said 
powder being sterilized and comprising a glucocorticosteroid or ester, acetal. or salt thereof. 
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wherein the glucocortico steroid or ester, acetal, or salt thereof comprises an asymmetric acetal 
structure, and wherein at least 80% of the [glucocorticosteroid] particles have a mass median 
diameter (MMD) of less than 10 |im[, preferably at least 60% less than 4 jam]. 



9. (Amended) The sterile pharmaceutical formulation according to claim [7 or] 8 A further 
comprising one or more pharmaceutically acceptable additives, diluents or carriers. 

10. (Amended) The sterile pharmaceutical formulation according to [any of claims 7 to 
9] claim 8, comprising at least one additive selected from the group consisting of surfactants, pH 
regulating agents, chelating agents, agents rendering the suspension isotonic and thickening 
agents. 

11. (Amended) The sterile pharmaceutical formulation according to [any one of claims 7 
to 10] claim 8, [comprising] wherein the concentration of the glucocorticosteroid or ester, acetal, 
or salt thereof ranges from about 0.05 to about 20 mg/ml [of the glucocorticosteroid, preferably 
from 0.1 to 5 mg/ml of the glucocorticosteroid]. 

12. (Amended) The sterile pharmaceutical formulation according to [any one of claims 7 
to 10] claim 8, wherein the glucocorticosteroid is an anti-inflammatory glucocorticosteroid. 

14. (Amended) The sterile pharmaceutical formulation according to claim [13] 8, 
wherein the glucocorticosteroid [with an asymmetric acetal structure] or ester, acetal, or salt 
thereof is selected from the group consisting of budesonide, rofleponide and rofleponide 
palmitate. 



30. (Amended) A [Method] method for treatment of an allergic and/or inflammatory 
condition of the nose or lungs comprising administering to a mammal suffering from such a 
condition a therapeutically effective amount of a [glucocorticosteroid] powder according to [any 
one of claims 1 to 6] claim 3 [or a formulation according to any one of claims 7 to 14]. 
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3 1 . (Amended) A [Method] method for treatment of chronic obstructive pulmonary 
disease (COPD), rhinitis or asthma comprising administering to a mammal suffering from such a 
condition a therapeutically effective amount of a [glucocorticosteroid] powder according to 
claim 3 [or a formulation according to claim 30]. 

In the abstract: 

The invention provides [a process for the sterilization of a powdered form of a 
glucocorticosteroid,] sterile glucocorticosteroids[,] and sterile formulations containing 
glucocorticosteroid and use thereof in the treatment of an allergic and/or inflammatory condition 
of the nose or the lungs. 



